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The Committee on Ways and Means, to whom was referred the
bill (H.R. 3429) to provide for health equity and access for return-
ing troops and servicemembers, to provide for ambulatory surgical
payment transparency under the Medicare program, and for other
purposes, having considered the same, reports favorably thereon
with an amendment and recommends that the bill as amended do
pass.
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The amendment is as follows:
Strike all after the enacting clause and insert the following:

SECTION 1. SHORT TITLE; TABLE OF CONTENTS.

(a) SHORT TITLE.—This Act may be cited as the “HEARTS and Rural Relief Act”.
(b) TABLE OF CONTENTS.—The table of contents for this Act is as follows:
Sec. 1. Short title; table of contents.
Sec. 2. Health Equity and Access for Returning Troops and Servicemembers Act of 2019.
Sec. 3. Ambulatory Surgical Center Payment Transparency.
Sec. 4. Exclusion of complex rehabilitative manual wheelchairs from Medicare competitive acquisition program;
Non-application of Medicare fee-schedule adjustments for certain wheelchair accessories and cushions.
Sec. 5. Extension of enforcement instruction on supervision requirements for outpatient therapeutic services in
critical access and small rural hospitals through 2021.
SEC. 2. HEALTH EQUITY AND ACCESS FOR RETURNING TROOPS AND SERVICEMEMBERS ACT

OF 2019.

(a) MODIFICATION OF REQUIREMENT FOR CERTAIN FORMER MEMBERS OF THE
ARMED FORCES TO ENROLL IN MEDICARE PART B TO BE ELIGIBLE FOR TRICARE FOR
LIFE.—

(1) TRICARE ELIGIBILITY.—

(A) IN GENERAL.—Subsection (d) of section 1086 of title 10, United States
Code, is amended by adding at the end the following new paragraph:

“(6)(A) The requirement in paragraph (2)(A) to enroll in the supplementary
medical insurance program under part B of title XVIII of the Social Security
Act (42 U.S.C. 1395j et seq.) shall not apply to a person described in subpara-
graph (B) during any month in which such person is not entitled to a benefit
described in subparagraph (A) of section 226(b)(2) of the Social Security Act (42
U.S.C. 426(b)(2)) if such person has received the counseling and information
under subparagraph (C).

“(B) A person described in this subparagraph is a person—

“(i) who is under 65 years of age;

“(i1) who is entitled to hospital insurance benefits under part A of
title XVIII of the Social Security Act pursuant to subparagraph (A) or
(C) of section 226(b)(2) of such Act (42 U.S.C. 426(b)(2));

“(iii) whose entitlement to a benefit described in subparagraph (A) of
such section has terminated due to performance of substantial gainful
activity; and

“(iv) who is retired under chapter 61 of this title.

“(C) The Secretary of Defense shall coordinate with the Secretary of
Health and Human Services and the Commissioner of Social Security to no-
tify persons described in subparagraph (B) of, and provide information and
counseling regarding, the effects of not enrolhng in the supplementary med-
ical insurance program under part B of title XVIII of the Social Security
Act (42 U.S.C. 1395j et seq.), as described in subparagraph (A).”.

(B) CONFORMING AMENDMENT.—Paragraph (2)(A) of such subsection is
amended by striking “is enrolled” and inserting “except as provided by
paragraph (6), is enrolled”.

(C) IDENTIFICATION OF PERSONS.—Section 1110a of such title is amended
by adding at the end the following new subsection:

“(¢) CERTAIN INDIVIDUALS NOT REQUIRED TO ENROLL IN MEDICARE PART B.—In
carrying out subsection (a), the Secretary of Defense shall coordinate with the Sec-
retary of Health and Human Services and the Commissioner of Social Security to—

“(1) identify persons described in subparagraph (B) of section 1086(d)(6) of
this title; and

“(2) provide information and counseling pursuant to subparagraph (C) of such
section.”.

(2) NON-APPLICATION OF MEDICARE PART B LATE ENROLLMENT PENALTY.—Sec-
tion 1839(b) of the Social Security Act (42 U.S.C. 1395r(b)) is amended, in the
second sentence, by inserting “or months for which the individual can dem-
onstrate that the individual is an individual described in paragraph (6)(B) of
section 1086(d) of title 10, United States Code, who is enrolled in the TRICARE
program pursuant to such section” after “an individual described in section
1837(k)(3)”.

(3) REPORT.—Not later than October 1, 2024, the Secretary of Defense, the
Secretary of Health and Human Services, and the Commissioner of Social Secu-
rity shall jointly submit to the Committees on Armed Services of the House of
Representatives and the Senate, the Committee on Ways and Means and the
Committee on Energy and Commerce of the House of Representatives, and the
Committee on Finance of the Senate a report on the implementation of section
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1086(d)(6) of title 10, United States Code, as added by paragraph (1). Such re-
port shall include, with respect to the period covered by the report—

(A) the number of individuals enrolled in TRICARE for Life who are not
enrolled in the supplementary medical insurance program under part B of
title XVIII of the Social Security Act (42 U.S.C. 1395 et seq.) by reason of
such section 1086(d)(6); and

(B) the number of individuals who—

(i) are retired from the Armed Forces under chapter 61 of title 10,
United States Code;

(ii) are entitled to hospital insurance benefits under part A of title
XVIII of the Social Security Act pursuant to receiving benefits for 24
months as described in subparagraph (A) or (C) of section 226(b)(2) of
such Act (42 U.S.C. 426(b)(2)); and

(ii1) because of such entitlement, are no longer enrolled in TRICARE
Standard, TRICARE Prime, TRICARE Extra, or TRICARE Select
under chapter 55 of title 10, United States Code.

(4) DEPOSIT OF SAVINGS INTO MEDICARE IMPROVEMENT FUND.—Section
1898(b)(1) of the Social Security Act (42 U.S.C. 1395iii(b)(1)) is amended by
striking “during and after fiscal year 2021, $0” and inserting “during and after
fiscal year 2024, $5,000,000”.

(5) APPLICATION.—The amendments made by paragraphs (1) and (2) shall
apply with respect to a person who, on or after October 1, 2023, is a person de-
scribed in section 1086(d)(6)(B) of title 10, United States Code, as added by
paragraph (1).

(b) COVERAGE OF CERTAIN DNA SPECIMEN PROVENANCE ASSAY TESTS UNDER
MEDICARE.—

(1) BENEFIT.—

(A) COVERAGE.—Section 1861 of the Social Security Act (42 U.S.C. 1395x)
is amended—

(i) in subsection (s)(2)—

(I) in subparagraph (GG), by striking “and” at the end;

(II) in subparagraph (HH), by striking the period and inserting
“ and”; and

(ITI) by adding at the end the following new subparagraph:

“(II) a prostate cancer DNA Specimen Provenance Assay test (DSPA test) (as
defined in subsection (kkk));”; and

(i1) by adding at the end the following new subsection:

“(kkk) PROSTATE CANCER DNA SPECIMEN PROVENANCE ASSAY TEST.—The term
‘prostate cancer DNA Specimen Provenance Assay Test’ (DSPA test) means a test
that, after a determination of cancer in one or more prostate biopsy specimens ob-
tained from an individual, assesses the identity of the DNA in such specimens by
comparing such DNA with the DNA that was separately taken from such individual
at the time of the biopsy.”.

(B) EXCLUSION FROM COVERAGE.—Section 1862(a)(1) of the Social Security
Act (42 U.S.C. 1395y(a)(1)) is amended—

(i) in subparagraph (O), by striking “and” at the end;

(ii) in subparagraph (P), by striking the semicolon at the end and in-
serting “, and”; and

(iii) by adding at the end the following new subparagraph:

“Q) in the case of a prostate cancer DNA Specimen Provenance Assay test
(DSPA test) (as defined in section 1861(kkk)), unless such test is furnished on
or after January 1, 2021, and before January 1, 2026, and such test is ordered
by the physician who furnished the prostate cancer biopsy that obtained the
specimen tested;”.

(2) PAYMENT AMOUNT AND RELATED REQUIREMENTS.—Section 1834 of the So-
cial Security Act (42 U.S.C. 1395m) is amended by adding at the end the fol-
lowing new subsection:

“(x) PROSTATE CANCER DNA SPECIMEN PROVENANCE ASSAY TESTS.—

“(1) PAYMENT FOR COVERED TESTS.—

“(A) IN GENERAL.—Subject to subparagraph (B), the payment amount for
a prostate cancer DNA Specimen Provenance Assay test (DSPA test) (as de-
fined in section 1861(kkk)) shall be $200. Such payment shall be payment
for all of the specimens obtained from the biopsy furnished to an individual
that are tested.

“(B) LiMITATION.—Payment for a DSPA test under subparagraph (A) may
only be made on an assignment-related basis.

“(C) PROHIBITION ON SEPARATE PAYMENT.—No separate payment shall be
made for obtaining DNA that was separately taken from an individual at
the time of a biopsy described in subparagraph (A).
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“(2) HCPCS CODE AND MODIFIER ASSIGNMENT.—

“(A) IN GENERAL.—The Secretary shall assign one or more HCPCS codes
to a prostate cancer DNA Specimen Provenance Assay test and may use a
modifier to facilitate making payment under this section for such test.

“(B) IDENTIFICATION OF DNA MATCH ON CLAIM.—The Secretary shall re-
quire an indication on a claim for a prostate cancer DNA Specimen Prove-
nance Assay test of whether the DNA of the prostate biopsy specimens
match the DNA of the individual diagnosed with prostate cancer. Such indi-
cation may be made through use of a HCPCS code, a modifier, or other
means, as determined appropriate by the Secretary.

“(3) DNA MATCH REVIEW.—

“(A) IN GENERAL.—The Secretary shall review at least three years of
claims under part B for prostate cancer DNA Specimen Provenance Assay
tests to identify whether the DNA of the prostate biopsy specimens match
the DNA of the individuals diagnosed with prostate cancer.

“(B) POSTING ON INTERNET WEBSITE.—Not later than July 1, 2023, the
Secretary shall post on the internet website of the Centers for Medicare &
%\ge)x:l,icaid Services the findings of the review conducted under subparagraph

(3) COST-SHARING.—Section 1833(a)(1) of the Social Security Act (42 U.S.C.
13951(a)(1)) is amended—

(A) by striking “and (CC)” and inserting “(CC)”; and

(B) by inserting before the semicolon at the end the following: “, and (DD)
with respect to a prostate cancer DNA Specimen Provenance Assay test
(DSPA test) (as defined in section 1861(kkk)), the amount paid shall be an
amount equal to 80 percent of the lesser of the actual charge for the test
or the amount specified under section 1834(x)”.

SEC. 3. AMBULATORY SURGICAL CENTER PAYMENT TRANSPARENCY.

(a) ADVISORY PANEL ON HOSPITAL OUTPATIENT PAYMENT REPRESENTATION.—

(1) ASC REPRESENTATIVE.—The second sentence of section 1833(t)(9)(A) of the
Social Security Act (42 U.S.C. 13951(t)(9)(A)) is amended by inserting “and at
least one ambulatory surgical center representative” after “an appropriate selec-
tion of representatives of providers”.

(2) EFFECTIVE DATE.—The amendment made by paragraph (1) shall apply
with respect to advisory panels consulted on or after the date that is 1 year
after the date of the enactment of this Act.

(b) REASONS FOR EXCLUDING ADDITIONAL PROCEDURES FrOM ASC APPROVED
LisT.—Section 1833(31)(1) of the Social Security Act (42 U.S.C. 13951(i)(1)) is amend-
ed by adding at the end the following: “In updating such lists for application in
years beginning with the second year beginning after the date of the enactment of
this sentence, for each procedure that was not proposed to be included in such lists
in the proposed rule with respect to such lists and that was subsequently requested
to be included in such lists during the public comment period with respect to such
proposed rule and that is not included in the final rule updating such lists, the Sec-
retary shall cite in such final rule the specific criteria in paragraph (b) or (c¢) of sec-
tion 416.166 of title 42, Code of Federal Regulations (or any successor regulation),
based on which the procedure was excluded. If paragraph (b) of such section is cited
for exclusion of a procedure, the Secretary shall identify the peer-reviewed research,
if any, or the evidence upon which such determination is based.”.

SEC. 4. EXCLUSION OF COMPLEX REHABILITATIVE MANUAL WHEELCHAIRS FROM MEDICARE
COMPETITIVE ACQUISITION PROGRAM; NON-APPLICATION OF MEDICARE FEE-
SCHEDULE ADJUSTMENTS FOR CERTAIN WHEELCHAIR ACCESSORIES AND CUSH-
IONS.

(a) EXCLUSION OF COMPLEX REHABILITATIVE MANUAL WHEELCHAIRS FrROM COM-
PETITIVE ACQUISITION PROGRAM.—Section 1847(a)(2)(A) of the Social Security Act
(42 U.S.C. 1395w—3(a)(2)(A)) is amended—

(1) by inserting “, complex rehabilitative manual wheelchairs (as determined
by the Secretary), and certain manual wheelchairs (identified, as of October 1,
2018, by HCPCS codes E1235, E1236, E1237, E1238, and K0008 or any suc-
cessor to such codes)” after “group 3 or higher”; and

(2) by striking “such wheelchairs” and inserting “such complex rehabilitative
power wheelchairs, complex rehabilitative manual wheelchairs, and certain
manual wheelchairs”.

(b) NON-APPLICATION OF MEDICARE FEE SCHEDULE ADJUSTMENTS FOR WHEEL-
CHAIR ACCESSORIES AND SEAT AND BACK CUSHIONS WHEN FURNISHED IN CONNEC-
TION WITH COMPLEX REHABILITATIVE MANUAL WHEELCHAIRS.—

(1) IN GENERAL.—Notwithstanding any other provision of law, the Secretary
of Health and Human Services shall not, during the period beginning on Janu-
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ary 1, 2020, and ending on December 31, 2020, use information on the payment
determined under the competitive acquisition programs under section 1847 of
the Social Security Act (42 U.S.C. 1395w—3) to adjust the payment amount that
would otherwise be recognized under section 1834(a)(1)(B)(ii) of such Act (42
U.S.C. 1395m(a)(1)(B)(ii)) for wheelchair accessories (including seating systems)
and seat and back cushions when furnished in connection with complex reha-
bilitative manual wheelchairs (as determined by the Secretary), and certain
manual wheelchairs (identified, as of October 1, 2018, by HCPCS codes E1235,
E1236, E1237, E1238, and K0008 or any successor to such codes).

(2) IMPLEMENTATION.—Notwithstanding any other provision of law, the Sec-
retary may implement this subsection by program instruction or otherwise.

SEC. 5. EXTENSION OF ENFORCEMENT INSTRUCTION ON SUPERVISION REQUIREMENTS FOR
OUTPATIENT THERAPEUTIC SERVICES IN CRITICAL ACCESS AND SMALL RURAL
HOSPITALS THROUGH 2021.

Section 1 of Public Law 113-198, as amended by section 1 of Public Law 114—
112, section 16004 of Public Law 114-255, and section 51007 of Public Law 115-—
123, is amended—

(1) in the section heading, by striking “2017” and inserting “2021”; and
(2) by striking “and 2017” and inserting “, 2017, 2020, and 2021”.

I. SUMMARY AND BACKGROUND

A. PURPOSE AND SUMMARY

The bill, H.R. 3429, the HEARTS and Rural Relief Act of 2019,
as amended and ordered reported by the Committee on Ways and
Means on June 26, 2019, includes provisions amending title XVIII
of the Social Security Act. The HEARTS and Rural Relief Act was
introduced by Representative Terri Sewell (D-AL) and Representa-
tive Devin Nunes (R-CA).

Provisions of the legislation relate to Ambulatory Surgical Center
(ASC) transparency, Medicare premium penalties for certain indi-
viduals eligible for TRICARE for Life, certain wheelchair acces-
sories from competitive bidding under title XVIII, non-enforcement
instruction relating to direct supervision in Critical Access Hos-
pitals (CAHs), and Medicare coverage of a certain test. This legisla-
tion also provides important protections for certain veterans, pro-
vides temporary exemption from certain statutory requirements for
durable medical equipment manufacturers and critical access hos-
pitals, and will allow ASCs to put a representative on a Centers
for Medicare & Medicaid Services (CMS) panel.

B. BACKGROUND AND NEED FOR LEGISLATION

H.R. 3429 incorporates the provisions of several other previously
introduced bills.

Section 2 was adapted from H.R. 2371, the Health Equity and
Access for Returning Troops and Servicemembers (HEARTS) Act of
2019, introduced by Representative Mike Thompson (D-CA) and
Representative Drew Ferguson (R-GA). Section 2 would allow
qualified service members who return to work and no longer re-
ceive cash Social Security Disability Insurance (SSDI) benefits to
maintain TRICARE coverage without a late enrollment penalty or
need to pay Medicare Part B premiums. This section would also
provide Medicare coverage for the DNA Specimen Provenance
Assay Test (DSPA test) from H.R. 2557, the Prostate Cancer Mis-
diagnosis Elimination Act of 2017, introduced by Representative
Larry Bucshon (R-IN) and Representative Bobby Rush (D-IL).

Section 3 was adapted from H.R. 3433, the Ambulatory Surgical
Center (ASC) Payment Transparency Act of 2019, introduced by
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Representative John Larson (D-CT) and Representative Devin
Nunes (R-CA) and would add an ASC representative to the Advi-
sory Panel on Hospital Outpatient Payment and require CMS to
justify reasons for excluding procedures from the ASC approved list
of procedures.

Section 4 was adapted from H.R. 2293, the Protecting Access to
Wheelchairs Act, introduced by Representative John Larson (D-
CT) and Representative Lee Zeldin (R-NY) and would exclude com-
plex rehabilitative technology (CRT) manual wheelchairs, other cer-
tain manual wheelchairs, and their accessories from the Medicare
%urable Medical Equipment (DME) Competitive Bidding Program
(CBP).

Section 5 was adapted from H.R. 3431, a bill to provide for the
extension of the enforcement instruction on supervision require-
ments for outpatient therapeutic services in critical access and
small rural hospitals through 2021, introduced by Representative
Cindy Axne (D-IA) and Representative Adrian Smith (R-NE). The
bill would extend the delay of enforcement of direct supervision re-
quirements for outpatient therapeutic services at CAHs and small
rural hospitals through calendar year 2021.

Various stakeholder organizations, including Federation of Amer-
ican Hospitals (FAH), the American Hospital Association (AHA),
and the Wounded Warrior Project, expressed support for this bill.
According to FAH: “We appreciate the Committee on Ways &
Means taking action to, among other items, improve the Medicare
experience for beneficiaries . . . and improve the delivery of care
for patients with chronic medical conditions.”! The AHA said,
“[t]his [bill] would provide regulatory relief to small, rural hospitals
. . . and ensure these communities will continue to have access to
outpatient therapeutic services.” 2

Health Equity and Access for Returning Troops and
Servicemembers (HEARTS) Act of 2019

Coordination of Benefits for Returning Troops and Service
Members

When wounded servicemembers return home and retire from the
military, they are eligible for TRICARE and may also be eligible for
the Social Security Disability Insurance (SSDI) program due to
their injuries. If they qualify for SSDI benefits, they will be eligible
for Medicare coverage after two years on the SSDI program. When
veterans with disabilities return to work, they must keep Medicare
Part B to maintain access to the TRICARE coverage they have
earned.? However, Medicare premiums are more expensive than
TRICARE premiums.

The HEARTS and Rural Relief Act of 2019 improves coordination
between SSDI and the TRICARE program by allowing certain vet-
erans who return to work to retain TRICARE without also con-

1FAH Supports Ways and Means Committee Action on Vital Health Care Bill, FEDERATION
OF AM. HospiTALS (June 25, 2019), https:/www.fah.org/blog/fah-supports-ways-and-means-
committee-action-on-vital-health-care-bills.

2Thomas P. Nickels, AHA Letter of Support for Bill that Would Provide Regulatory Relief to
Small, Rural Hospitals, AM. HOSPITAL Assoc. (Mar. 27, 2019), https://www.aha.org/system/files/
media/file/2019/03/190327-aha-senate-direct-supervision-support.pdf.

3See Chairman Johnson’s question at the Social Security Subcommittee’s February 7, 2018
hearing, “Ensuring Social Security Serves America’s Veterans,” available at: https:/
waysandmeans.house.gov/event/hearingensuring-social-security-serves-americas-veterans/.
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tinuing Medicare Part B, and also ensures these individuals are
not charged Medicare penalties if they return to Part B later in
life. The bill allows veterans who qualify for SSDI benefits and
then return to work, to maintain their TRICARE coverage without
having to keep Part B coverage or pay late enrollment penalties
upon continuing Part B.

Improving the Quality of Laboratory Diagnoses of Prostate
Cancer

Prostate cancer is the most common cancer among men, second
to non-melanoma skin cancer.* The current biopsy method used to
diagnose prostate cancer includes nearly 20 different steps, which
makes these tests particularly susceptible to complications. Such
complications, or specimen identification errors, in prostate biop-
sies occur because specimens were transposed among patients or
the DNA itself is contaminated along the way.5 Between 0.6 and
6 percent of all urologic specimens are subject to specimen identi-
fication errors.® This leads to patients receiving false-negatives and
losing the opportunity to treat their cancer at its earliest possible
stage. It can also lead to patients receiving false-positives and hav-
ing to contend with the shock and emotional burden of an initial
misdiagnosis.

The DNA Specimen Provenance Assay (DSPA) can prevent these
adverse outcomes by testing genetic material in a prostate cancer
biopsy specimen to ensure that the sample came from the bene-
ficiary to whom it is attributed. In 2016, Medicare paid for about
148,000 prostate biopsies, with about 40 percent of those being
positive.” When a beneficiary is diagnosed with prostate cancer,
they can choose either active treatment (including surgery, radi-
ation, and chemotherapy) or they can choose active surveillance,
also called watchful waiting. Clinical data indicate that some pros-
tate biopsies yield false positives, resulting in treatment for pa-
tients who do not actually have prostate cancer.8 With the addition
of Medicare coverage for DSPA, the program would reduce the
number of false positives and thus fewer men would be treated for
prostate cancer they do not have.?

Ambulatory Surgical Center Payment Transparency

Ambulatory Surgical Centers (ASCs) furnish surgical and other
services to patients in an outpatient setting that is similar to out-
patient hospitals. Medicare spends more than $4 billion each year
on ASC services—and more than three million Medicare bene-

4 https://www.cdc.gov/cancer/prostate/statistics/index.htm.

5Lanthem Wojno et al., “Specimen Provenance Testing Identifies Contamination That Affects
Molecular Prognostic Assay Results in Prostate Cancer Biopsy Specimens,” Urology, 115:87-91,
2018.

6 John Pfeifer and Jingxia Liu, “Rate of Occult Specimen Provenance Complications in Routine
Clinical Practice,” Am J Clin Pathol, 139:93-100, 2013.

7Report of the Committee on Energy and Commerce to accompany H.R. 2557, Prostate Cancer
Misdiagnosis Elimination Act of 2017, Rept. 115-449, Part I, available at: https:/
www.govinfo.gov/content/pkg/CRPT-115hrpt449/html/CRPT-115hrpt449-pt1.htm.

81d.

oId.
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ficiaries receive care in an ASC for cataract surgery, endoscopies,
and other surgeries.19

The Advisory Panel on Hospital Outpatient Payment consists of
up to 15 members representing a large array of health care stake-
holders or providers related to outpatient care. The panel does not
currently include an ASC representative, even though ASC pay-
ment is part of outpatient payment policy.

Maintaining Access to Complex Rehabilitative Technology and
Other Manual Wheelchairs and Accessories

Complex Rehabilitative Technology (CRT) wheelchairs are spe-
cialized wheelchairs for patients with complex mobility needs, such
as patients with multiple sclerosis or amyotrophic lateral sclerosis
(ALS). Certain patients need complex devices and accessories, such
as specialized head rests, to fit to their individual needs.

Congress excluded power, but not manual, CRT wheelchairs and
the associated accessories from the competitive bidding process be-
cause this individualized customization may not be reflected other-
wise in the competitively bid price for DME. This bill also would
exclude manual CRT wheelchairs and accessories from competitive
bidding, as manual CRT wheelchairs also require similar
customization.

The ITEM Coalition, which includes the National Multiple Scle-
rosis Society and the American Academy of Physical Medicine and
Rehabilitation has said, “Regardless of injury, illness, disability, or
chronic condition, all Medicare beneficiaries with mobility impair-
ments should be eligible for the same access to medically necessary
mobility devices, services, and accessories. Anything less can have
serious consequences for beneficiaries.” 11

Minimizing Burden for Critical Access Hospitals and Small Rural
Hospitals

For many outpatient services, CMS requires direct supervision in
hospital outpatient departments. Direct supervision means that a
physician or allowed provider must be immediately available but
does not require supervision to occur in the same room. In 2009,
CMS clarified the rule to include critical access hospitals (CAHs)
and small rural hospitals of less than 100 beds.12

Rural hospitals and CAHs have indicated that meeting these re-
quirements would be challenging. In 2010, CMS delayed the imple-
mentation until 2013 to give CAHs and rural hospitals more time
to comply.13 After subsequent statutory delays through 2017, CMS
suspended the requirements for CAHs and certain rural hospitals
through December 31, 2019 through regulation.14

10 Report to the Congress: Medicare Payment Policy 2019, Chapter 5: Ambulatory Surgical Cen-
ter Services, MEDPAC at 127 (Mar. 2019), http:/www.medpac.gov/docs/default-source/reports/
marl9_medpac_ch5_sec.pdf?sfvrsn=0.

11 Please Pass Legislation to Restore Access to Manual CRT Wheelchair Accessories, INDEPEND-
ENCE THROUGH ENHANCEMENT OF MEDICARE AND MEDICAID Coalition (Sept. 21, 2018), https:/
itemcoalition.files.wordpress.com/2018/09/item-coalition-letter-please-pass-manual-crt-wheel-
chair-accessory-legislation-sept-2018.pdf.

12 Report to the Congress: Physician Supervision Requirements in Critical Access Hospitals and
Small Rural Hospitals, MEDPAC at v (Dec. 2017) http:/www.medpac.gov/docs/default-source/
reports/decl7_physiciansupervision_sec.pdf.

131d. at 4.

141d. at v.



9

C. LEGISLATIVE HISTORY

Background

H.R. 3429 was introduced on June 24, 2019 and was referred to
the Committee on Energy and Commerce and in addition to the
Committees on Ways and Means and Armed Services.

Committee hearings

On June 4, 2019, the Committee on Ways and Means held a full
committee Member Day hearing to discuss the range of issues, con-
cerns, and proposals among on-committee and off-committee mem-
bers. During that hearing, Rep. Adrian Smith (R—-NE—-03) discussed
the need to permanently lift unnecessary barriers to care at Crit-
ical Access Hospitals (CAHs). Representatives Terri Sewell (D-AL),
Adrian Smith (R-NE), Devin Nunes (R—CA), Anthony Brindisi (D—
NY), and Xochitl Torres Small (D-NM), also discussed broadly, the
need for supporting rural hospitals. Representative TdJ Cox (D-CA)
also testified about one of his constituents, a Vietnam War Bronze
Star recipient, and the need to improve service members’ health
care experience.

Committee action

The Committee on Ways and Means marked up H.R. 3429, the
HEARTS and Rural Relief Act, on June 26, 2019, and ordered the
bill, as amended, favorably reported (with a quorum being present)
by a voice vote.

II. EXPLANATION OF THE BILL

A. HEARTS AND RURAL RELIEF AcCT OF 2019

(1) SeEcTION 2: HEALTH EQUITY AND ACCESS FOR RETURNING
TROOPS AND SERVICEMEMBERS (HEARTS) AcT oOF 2019

CURRENT LAW 15

Coordination of Benefits for Returning Troops and Service Mem-
bers

In general, persons aged 65 or older are entitled to Medicare if
they or their spouse paid Medicare payroll taxes for at least 10
years.16 Individuals under the age of 65 who receive cash disability
benefits (SSDI) from Social Security for at least 24 months and in-
dividuals of any age with end-stage renal disease (ESRD) are also
entitled to Medicare.l” Individuals on SSDI who return to work
and receive earnings over a certain amount for a specified length
of time may lose eligibility to SSDI, but retain their eligibility for
Medicare for a longer period of time.18

Individuals entitled to Medicare Part A are also eligible to enroll
in Part B.19 Individuals eligible for Medicare Part B who choose
not to enroll in Part B upon becoming eligible may choose to enroll

15 All discussions of Current Law in this report refer to current law as of the date of the mark-
up (i.e.,, June 26, 2019) and do not reflect subsequent law changes.

16 Sections 1811, 1831, 1851, and 1860—D-1 of the Social Security Act.

17]4

18 Medicare Information, Social Security Administration, available at: https:/www.ssa.gov/
disabilityresearch/wi/medicare.htm.
19]d.
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during the annual general enrollment period subject to the late en-
rollment penalty. The late enrollment penalty increases the Medi-
care Part B premium by 10 percent for each full 12-month period
that an individual was eligible to enroll in Part B but did not do
$0.20 For those on SSDI, the Part B premiums are deducted from
those benefits.

The Department of Defense (DOD) administers a health entitle-
ment under chapter 55 of title 10, U.S. Code, called TRICARE for
Life (TFL). TFL is available to certain Medicare-eligible military
retirees and functions as a secondary payer, or wrap-around, to
Medicare.2! As a wrap-around, TFL pays the out-of-pocket costs for
Medicare-covered services as well as services only covered by
TRICARE.22 As a condition to TFL participation, TRICARE-eligible
beneficiaries must also enroll in and pay monthly premiums for
Medicare Part B.23 TRICARE-eligible beneficiaries who are entitled
to Medicare Part A based on age, disability, or ESRD diagnosis, but
decline Part B, lose eligibility for TFL.24

Improving the Quality of Laboratory Diagnoses of Prostate Cancer

Medicare covers prostate cancer screening through digital rectal
examination as well as with a blood test for prostate specific anti-
gens (PSA), each of which is covered when provided no more fre-
quently than once every 12 months.25 Beneficiaries are responsible
for a 20 percent coinsurance on the Medicare-approved payment
amount for the digital rectal exam after the yearly Part B deduct-
ible; the PSA test requires no beneficiary cost sharing.

The DNA Specimen Provenance Assay (DSPA) is a genetic test
that compares the “DNA fingerprint” of an individual (as
ascertained through a cheek swab) with that of a putatively malig-
nant specimen to verify that the correct individual is being diag-
nosed with a given condition. Medicare does not currently reim-
burse for DNA Specimen Provenance Assay (DSPA), which is not
a traditional clinical laboratory diagnostic service, but rather a pro-
cedure to help laboratories ensure quality control of specimens in
an effort to improve the efficiency and accuracy of diagnoses, in-
cluding for prostate cancer. The DPSA test helps laboratories to
validate the identity and purity of specimens from biopsies that are
done to diagnose prostate cancer.

REASONS FOR CHANGE

Coordination of Benefits for Returning Troops and Service Mem-
bers

Section 2 of the HEARTS and Rural Relief Act of 2019 addresses
the interaction between Medicare and the TRICARE program to
eliminate the penalty service members with disabilities encounter

20 d.

21TRICARE for Life Handbook, 8-9, Department of Defense, February 2020, available at:
https:/www.tricare.mil/~/media/Files/TRICARE/Publications/Handbooks/TFL._HBK.pdf

22 [d.

23]d.

24]d.

25 Section 4103 of the Balanced Budget Act of 1997 provides for coverage of certain prostate
cancer screening tests subject to certain coverage, frequency, and payment limitations; National
Coverage Determination (NCD) for Prostate Cancer Screening Tests (210.1), Centers for Medi-
care & Medicaid Services (CMS), U.S. Department of Health and Human Services (June 2006),
3vai1able at:  https://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDI

268.
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upon successfully returning to work. Service members who qualify
for Medicare due to disability status, receive Social Security Dis-
ability Income (SSDI), but then when they return to work, they are
required to continue to pay Medicare Part B premiums and late en-
rollment penalties as a condition for continued eligibility for
TRICARE. These Part B cost sharing obligations are taken from
SSDI and tend to be more expensive than TRICARE benefits.
Therefore, improved coordination between SSDI, Medicare, and
TRICARE is needed to ensure service members are not unfairly pe-
nalized upon returning to work.

Improving the Quality of Laboratory Diagnoses of Prostate Cancer

Medicare does not currently cover the DNA specimen provenance
assay (DSPA) such test because it does not diagnose illness for the
patient; rather it seeks to ensure the integrity of the sample and
thus the quality of the biopsy. Medical literature shows that some
men are falsely diagnosed with prostate cancer (a false positive) or
without prostate cancer. This false diagnosis leads to unnecessary
treatments at cost to the patient and Medicare. This quality im-
provement can benefit the system by helping to reduce the rate of
false diagnoses and non-diagnoses. DPSA can mitigate the risk of
delayed treatment to patients who receive false negative diagnoses
and avoid wasting laboratory and therapeutic resources due to
false positives results.

EXPLANATION OF PROVISIONS

Section 2 allows veterans who qualify for SSDI benefits and then
return to work to maintain their TRICARE coverage without hav-
ing to keep their Medicare Part B coverage or pay late enrollment
penalties to Medicare beginning on or after October 1, 2023. The
section also directs the Secretaries of HHS and Defense as well as
the Commissioner of Social Security to submit a joint report to
Congress by October 1, 2024.

This section also adds prostate cancer DNA specimen provenance
assay (DSPA) tests for a 5-year period (January 1, 2020 through
December 31, 2024) to Medicare covered services at a rate of $200
per beneficiary.

(2) SECTION 3: AMBULATORY SURGICAL CENTER (ASC) PAYMENT
TRANSPARENCY

CURRENT LAW

Medicare pays for hospital outpatient services according to the
outpatient prospective payment system (OPPS).26 The law requires
the HHS Secretary to “consult with an expert outside advisory
panel composed of an appropriate selection of representatives of
providers to review (and advise the Secretary concerning)” the clin-
ical appropriateness of the groupings, weights, and the wage and
other adjustments in consideration of “changes in medical practice,
changes in technology, the addition of new services, new cost data,
and other relevant information and factors.”27 The Advisory Panel

26 Balanced Budget Act of 1997, P.LL 105-33 (August 5, 1997).
27]d.; section 1833(t)(9)(A) of the Social Security Act (42 USC 13951(t)(9)(A)).
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on Hospital Outpatient Payment (OPPS Advisory Panel) developed
to fulfill this role is re-chartered every 2 years.28

The Medicare Prescription Drug, Improvement, and Moderniza-
tion Act of 200329 required the development of a new payment sys-
tem for ambulatory surgical centers (ASCs). On January 1, 2008,
Medicare began paying for facility (but not professional) services
provided in ASCs under the new payment system, which was large-
ly linked to the hospital OPPS. The ASC and OPPS payment sys-
tems use the same relative weights for most procedures that reflect
differences in the cost of providing different services, however, the
update and conversion factors to set payment amounts in the two
settings are determined separately.

Included among the items for which the Secretary must consult
with the OPPS Advisory Panel is the specification of surgical proce-
dures that are appropriately performed on an inpatient basis in a
hospital but also can be performed safely on an ambulatory basis
in an ASC, critical access hospital (CAH), or hospital outpatient de-
partment.30 The panel consists of up to 15 total members who are
representatives of providers representing a variety of fields and in-
terests including hospital payment systems, hospital medical care
delivery systems, provider billing and accounting systems, drugs,
medical devices, and other services in the hospital outpatient set-
ting and other forms of relevant expertise.

REASONS FOR CHANGE

Medicare spends more than $4 billion each year on surgical and
other services in ASC outpatient settings. The Advisory Panel on
Hospital Outpatient Payment consists of up to 15 members rep-
resenting a large array of health care stakeholders of providers re-
lated to outpatient care (including hospital payment systems, hos-
pital medical care delivery systems, provider billing and accounting
systems, drugs, medical devices, and other services in the hospital
outpatient setting). The panel does not currently include an ASC
representative and the Secretary does not provide full information
on the surgeries that are eligible to be performed in an ASC.

EXPLANATION OF PROVISIONS

Section 3 adds an Ambulatory Surgical Center (ASC) representa-
tive to the Advisory Panel on Hospital Outpatient Payment effec-
tive one year after the date of enactment. This section also requires
CMS to provide additional information regarding the reasons for
excluding additional procedures from the ASC approved list.

28 Charter of the Advisory Panel on Hospital Outpatient Payment, Office of the Secretary, U.S.
Department of Health and Human Services (November 19, 2018), available at: https:/
www.cms.gov/Regulations-and-Guidance/Guidance/FACA/Downloads/2018-HOP-Panel-
Charter.pdf.

29 Pub. L. No. 108-173.

30 Section 1833(t)(2)(B) of the Social Security Act.
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(3) SECTION 4: EXCLUSION OF COMPLEX REHABILITATIVE MANUAL
WHEELCHAIRS FROM MEDICARE COMPETITIVE ACQUISITION PRo-
GRAM; NON-APPLICATION OF MEDICARE FEE-SCHEDULE ADJUST-
MENTS FOR CERTAIN WHEELCHAIR ACCESSORIES AND CUSHIONS

CURRENT LAW

Medicare covers a variety of durable medical equipment (DME)
when it is medically necessary and prescribed by a physician.31 The
amount that Medicare will pay for the equipment is determined in
one of two ways. First, in competitive bidding geographic areas, the
Medicare payments are determined for selected items based on the
bids (or estimates of the cost of providing the item) submitted by
winning DME suppliers.32 Second, outside of competitive bidding
areas, payments are determined through statutorily specified for-
mulas (fee schedules) adjusted based on information from the com-
petitive bidding process, when information is available.33 Not all
items of DME are competitively bid, and therefore, not all items
outside of competitive bidding areas have their fee schedule pay-
ments adjusted based on competitive bidding information. Competi-
tive bidding tends to result in lower payment amounts for DME,
so adjusting the fee schedules based on competitive bidding can re-
sult in lower payments.

Certain items of DME were statutorily excluded from the com-
petitive bidding program, including Group 3 complex rehabilitative
power wheelchairs and their accessories.?* Group 2 complex reha-
bilitative power wheelchairs and their accessories were not ex-
cluded and were competitively bid in the first round of the pro-
gram. Certain accessories can be used with either Group 2 or
Group 3 chairs and were part of the competitive bidding process.
In general, the difference between Group 2 and Group 3 complex
rehabilitative power wheelchairs is related to the number of dif-
ferent power accessories that can be plugged into the chair and to
the power, durability, and performance of the chair.

The HHS Secretary published final regulations that would have
adjusted the fee schedule payments for wheelchair accessories
based on information from the competitive bidding program regard-
less of the type of wheelchair the accessory was used with for areas
outside of competitive bidding areas.35> However, the Patient Access
and Medicare Protection Act prohibited the Secretary from using
information from the competitive bidding program to adjust the fee
schedule payments for accessories furnished in conjunction with
Group 3 complex rehabilitative power wheelchairs prior to January
1, 2017.36 Congress then delayed the date when the Secretary
could begin using information from competitive bidding to adjust
the fee schedule rates for accessories used with Group 3 complex

31 Section 1847(a) of the Social Security Act, as amended by section 302(b)(1) of the Medicare
Prescription Drug, Improvement, and Modernization Act of 2003 (Pub. L. 108-173).
32]d

33 Section 1834(a)(1)(F)(ii) of the Social Security Act; section 1847(a)(3) of the Social Security

ct.

34 Section 1847(a)(2)(A) of the Social Security Act.

35 Medicare Program; End-Stage Renal Disease Prospective Payment System, Quality Incen-
tive Program, and Durable Medical Equipment, Prosthetics, Orthotics, and Supplies; Final Rule,
79 Fed. Reg. 66120, 66124 (November 6, 2014).

36 Pub. L. No. 114-115.
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rehabilitative power wheelchairs by six months (to July 1, 2017).37
However, effective July 1, 2017, the Secretary extended the policy
of paying for accessories used with Group 3 complex rehabilitative
power wheelchairs based on fee schedule amounts that had not
been adjusted based on competitive bidding.

REASONS FOR CHANGE

The distinction between payment for manual and power complex
rehabilitative technology (CRT) wheelchairs (i.e., competitive
versus non-competitive bidding) has contributed to a decrease in
suppliers of CRT. This provision would ensure parity in payment
for power or manual CRT wheelchairs.

EXPLANATION OF PROVISIONS

Section 4 excludes complex rehabilitative technology (CRT) man-
ual wheelchairs, certain manual wheelchairs, associated acces-
sories, and seat and back cushions from the Medicare Durable
Medical Equipment (DME) Competitive Bidding Program (CBP).
The section also prohibits the Secretary of HHS from using com-
petitive bidding information, from July 1, 2019 and December 31,
2020, to inform adjustments to payments under the non-competi-
tive payment system.

(4) SECTION 5: EXTENSION OF ENFORCEMENT INSTRUCTION ON SU-
PERVISION REQUIREMENTS FOR OUTPATIENT THERAPEUTIC
SERVICES IN CRITICAL ACCESS AND SMALL RURAL HOSPITALS
THROUGH 2021

CURRENT LAW

Critical access hospitals have noted that direct supervision re-
quirements can be challenging, as they may require supervising
specialists that are hard to find or completely unavailable.

The 2009 OPPS final rule required that therapeutic hospital out-
patient services be furnished under the direct supervision of a phy-
sician.38 However, beginning in calendar year (CY) 2010, CMS in-
structed its contractors not to evaluate or enforce the supervision
requirements for therapeutic services provided to outpatients in
CAHs and small rural hospitals with 100 or fewer beds, extending
this non-enforcement instruction for CY2011.39

The non-enforcement instruction for critical access and small
rural hospitals has been extended several times through legislation
and rules. Most recently, Section 51007 of the Bipartisan Budget
Act of 2018 extended the non-enforcement instruction through
CY2017 (retroactively) and the 2018 OPPS/ASC final rule further

37Increasing Choice, Access, and Quality in Health Care for Americans Act (Division C of the
21st Century Cures Act; P.L. 114-255).

38 Medicare Program: Changes to the Hospital Outpatient Prospective Payment System and
CY 2010 Payment Rates; Changes to the Ambulatory Surgical Center Payment System and CY
2010 Payment Rates; Final Rule, 74 Fed. Reg. 60316, 60583 (Nov. 20, 2009).

39 Enforcement Instruction on Supervision Requirements for Outpatient Therapeutic Services
in Critical Access Hospitals and Small Rura